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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication, 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )53 Responsive to communication(s) filed on Feb 6, 2002 



2a) □ This action is FINAL. 2b) 53 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

4) 53 Claim (s) 7-27 is/are pending in the application. 

4a) Of the above, claim(s) 11 and 17-27 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 53 Claim(s) 1-10 and 12-16 is/are rejected. 

7) □ Claim (s) is/are objected to. 

8) □ Claims are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some* c)D None of : 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1 1 53 Notice of References Cited (PT0-892) 4) □ Interview Summary (PT0-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PT0-1 52) 

3) □ Information Disclosure Statemerrt(s) (PTO-1449) Paper No(s). 6) □ Other: 
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Art Unit: 1624 

Election/Restriction 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-10 and 12-16, drawn to a compound of formula (A,), classified in class 
546, subclass 48. 

II. Claims 1-9, 11,12, 14 and 15, drawn to a compound of formula (A 2 ), classified in 
class 546, subclass 70. 

III. Claims 17-20 and 22-27, drawn to a method of treating cancer using the 
compound of claim 17, classified in class 514, subclass 283. 

IV. Claim 2 1 , drawn to a method of treating cancer, classified in class 5 1 4, subclass 
283. 

The inventions are distinct, each from the other because of the following reasons: 

Groups I and II are drawn to structurally dissimilar compounds. They are made and used 
independently. They are independent and patentably distinct. 

If, say compounds of Group I, were anticipated, applicants would not acquiesce in the 
rejection of Group II thereover or vice-versa. They are patentably distinct. 

Groups III and IV raise different issues of patentability and are of different scopes 
between each other, and also of different scope from groups I and II. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification, and because the search 
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required for Group I is not required for Groups II, restriction for examination purposes as 
indicated is proper. 

During a telephone conversation with Mr. Charles Muserlian on April 30, 2003 a 
provisional election was made with traverse to prosecute the invention of Group I, claims 1-10 
and 12-16, drawn to a compound of formula (A^. Affirmation of this election must be made by 
applicant in replying to this Office action. Claims 1 1 and 17-27 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a request under 37 CFR 1.48(b) and by the 
fee required under 37 CFR 1.1 7(i). 

Oath/Declaration 

The oath or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1.67(a) identifying this application by application number and filing date is required. See 
MPEP§§ 602.01 and 602.02. 

The oath or declaration is defective because the continuity information in the 
specification and that in the claim do not correspond. 

Applicants are also requested to identify all related applications. 
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Claim Rejections - 35 USC § 112 

Claims 1-10 and 12-16 are rejected under 35 U.S.C. i 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The last line of the claims should be rewritten as "or a 
pharmaceutically acceptable salt thereof to be in proper Markush form. The term "and" requires 
the salt to be always present. 

Applicant is advised that should claim 10 be found allowable, claim 16 will be objected 
to under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in the United States before 
the invention by the applicant for patent, except that an international application filed under the treaty 
defined in section 351(a) shall have the effect under this subsection of a national application published 
under section 122(b) only if the international application designating the United States was published under 
Article 21(2)(a) of such treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by 
the applicant for patent, except that a patent shall not be deemed filed in the United States for the purposes 
of this subsection based on the filing of an international application filed under the treaty defined in section 
351(a). 
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Claims 1-10 and 12-16 are rejected under 35 U.S.C. 102(e) as being anticipated by Burke 
et al. (US 6,291,676). The claims read on compounds of examples 75, 76 and 79-9 1. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-10 and 12-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burke et al. (US 6,291,676). The reference teaches a generic group of homocaptothecin 
derivatives which embraces applicants' claimed compounds (See cols 3-6, compounds of 
formula between lines 15 and 25 on column 3 and definitions for Z). The claims differ from the 
reference by reciting specific species and a more limited genus than the reference. However, it 
would have been obvious to one having ordinary skill in the art at the time of the invention to 
select any of the species of the genus taught by the reference, including those instantly claimed, 
because the skilled chemist would have the reasonable expectation that any of the species of the 
genus would have similar properties and, thus, the same use as taught for the genus as a whole. 
One of ordinary skill in the art would have been motivated to select the claimed compounds from 
the genus in the reference since such compounds would have been suggested by the reference as 
a whole. It has been held that a prior art disclosed genus of useful compounds is sufficient to 
render prima facie obvious a species falling within a genus. In re Susi, 440 F.2d 442, 169 USPQ 
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423, 425 (CCPA 1971), followed by the Federal Circuit in Merck & Co. v. Biocraft Laboratories, 
847 F.2d 804, 10 USPQ 2d 1843, 1846 (Fed. Cir. 1989). 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its support in the 
language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and useful 
process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same invention," 
in this context, means an invention drawn to identical subject matter. See Miller v. Eagle Mfg. 
Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d467, 114 USPQ 330 (CCPA 1957); and In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970). 

. A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by canceling 
or amending the conflicting claims so they are no longer coextensive in scope. The filing of a 
terminal disclaimer cannot overcome a double patenting rejection based upon 35 U.S.C. 101. 

Claims 1-10 and 12-16 are rejected under 35 U.S.C. 101 as claiming the same invention 
as that of claims 1-11 of prior U.S. Patent No. 5,981,542 and claims 1-10 of prior U.S. Patent 
No. 6,339,091. This is a double patenting rejection. 

This rejection refers only to the elected subject matter. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Bruck Kifle whose telephone number is (703) 305-4484. 
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The fax phone number for this Group is (703) 308-4556 or (703) 305-3592. Any inquiry 
of a general nature or relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is (703) 308-1235. 



April 30, 2003 



Bruck Kifl 



Primary Examiner 
Art Unit 1624 



